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Period for Reply 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for fonmal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11. 453 O.G. 213. 
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4) ^ Clalm(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 1-20 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)\3 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) 1^ Notice of References Cited (PTO-892) 

2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) El Infonmation Disclosure Statement(s) (PTO/SB/OS) 

Paper No(s)/Mall Date 10/7/04 . 



4) □ Interview Summary {PTO-413) 

Paper No(s)/Mall Date. . 

5) O Notice of Informal Patent Application 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20061214 



Application/Control Number: 10/510,619 
Art Unit: 1625 



Page 2 



DETAILED ACTION 

Claims 1-20 are pending. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C, 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-7 are rejected under 35 U.S.C. 102(b) as being anticipated by WO 99/01450 
Schumacher et al. 

The reference discloses the polymorphs of desloratadine . It clearly indicates in 
examples 2-4 that it is 100% pure. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
99/01450 Schumacher et al. 

In view of WO 85/03707 Villani et al . 
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Art Unit: 1625 

Applicants claims are drawn to substantially pure desloratadine and process of making 

them. 



Determination of the scope and content of the prior art (MPEP §2141 .01) 

WO 99/01450 Schumacher et al. discloses the polymorphs of desloratadine . It clearly 
indicates in examples 2-4 that it is 100% pure. 

The prior art WO 85/03707 teaches the compounds of the invention and also a process of 
making it. 

See page 1 1 of WO 85/03707 part B. It teaches adding acid and refluxing it with stirring for 
20 hrs and then solvent is removed and then a neutralized with ammonium hydroxide. This 
indicates that the pH is made basic. 

Ascertainment of the difference between the prior art and the claims (MPEP §2141.02) 

TheWO'450 does disclose the actual steps , just that various solvents are used. 

WO' 707 teaches the use of acid a to bring the pH down and then to reflux it and then to make it 

basic. 

Finding of prima facie obviousness-rational and motivation (MPEP §2142-2413) 
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In the art of processes and purification , one of skill in the art would know that to make a 
substance acidic and then basic would be prima facie obvious to for purification of substances 
and hence would be motivated to incorporate these steps to purify the substance. 

Conclusion 

Claims 1-20 are not allowable. 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Rita J. Desai whose telephone number is 571-272-0684. The 
examiner can normally be reached on Monday - Friday, flex time.. 

if attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas McKenzie can be reached on 571-272-0670. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
AppUcation Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Rita J. Desai 
Primary Examiner 
Art Unit 1625 

R.D. 
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